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DETAILED ACTION 

1. This office action is in response to the amendments and remarks filed on 
11/27/06. Claims 1, 2, 9-11 and 13-30 were pending. Claims 9, 10 and 29 have been 
cancelled. Claims 31-33 have been added. Therefore, claims 1. 2, 11, 13-28 and 30-33 
are currently pending and are examined. The Office notes the incorrect claim inclusion 
in the previous Office Action. 

2. The text of those sections of Title 35, U. S. Code not included in this action 
can be found in a prior Office action. 

3. Any objection or rejection of record, which is not expressly repeated in this 
action, has been overcome by Applicant's response and withdrawn. 

4. The allowability of the claims 24-28 is withdrawn. . 

5. The current status of claim 12 is not indicated in the claim listing. 

Claim Rejections • 35 USC § 102(b) maintained 

6. The rejection of claims 1, 11, and 14 under 35 USC § 102(b) as being 
anticipated over Antoniades et al. is maintained for reasons set forth in the Office 
Actions dated 8/24/04, 6/13/05 and 6/27/2006. 

Applicant has amended claim 1 to remove the concentration of less than IxlO" 6 
M of IGF-1 limitation and added the homeopathic potencies of IGF-1 . Applicant 
indicates that the composition of Antoniades et al. is directed to wound healing. 
Applicant argues that use of homeopathic potency of IGF-1 is not taught by Antoniades 
et al. Specifically, Applicant is arguing that there is no teaching or suggestion 
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whatsoever in Antoniades et al. that the compositions are prepared homeopathically to 
produce homeopathic potencies. It is argued that there is no description, either 
expressly or inherently, of homeopathic potencies, or of serial dilutions and serial 
successions. In addition, Applicant is arguing that no homeopathic nomenclature is 
used. Applicant's arguments have been fully considered but are not found to be 
persuasive because in the absence of a disclosure of a particular starting concentration 
of IGF-1 in claim 1 it is anticipated that the concentration disclosed by Antoniades et al. 
(IGF-1 of 500ng-1 \ig) is included in the instant invention, regardless of the method used 
to prepare IGF-1 composition of the instant invention (The various homeopathic 
potencies could potentially include the concentration of IGF-1 disclosed in the instant 
invention). In addition, arguments relating to method of making were previously 
addressed in the Office Action dated of 6/27/2006 (pages 3-5), which have not been 
responded to by the Applicant in the instant response. Therefore, the rejection of record 
is maintained. 

Claim Rejections - 35 USC § 112, first paragraph 
7. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, dear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7a.Claims 1 , 2, 1 1 , 13-28 and 30-33 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
subject matter, which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
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make and/or use the invention. Specifically, the specification does not reasonably 
provide enablement for a preparation comprising a homeopathic potency of purified 
IGF-1 suitable for oral administration. 

The test of enablement is not whether any experimentation is necessary, but 
whether, if experimentation is necessary, it is undue. See In re Wands, 858 F.2d at 737, 
8 USPQ2d at 1404 The factors to be considered when determining whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy the 
enablement requirement and whether any necessary experimentation is "undue" 
include, but are not limited to: (1 ) the breadth of the claims; (2) the nature of the 
invention; (3) the state of the prior art; (4) the level of one of ordinary skill; (5) the level 
of predictability in the art; (6) the amount of direction provided by the inventor; (7) the 
existence of working examples; and (8) the quantity of experimentation needed to make 
or use the invention based on the content of the disclosure. 

Claims 1. 2, 1 1. 13-28 and 30-33 are drawn to a preparation comprising 
homeopathic potency of purified IGF-1 suitable for oral administration. Applicant is 
clearly contemplating using very dilute concentration of the purified protein (pages 7 and 
18). In the absence of a starting concentration of IGF-1 , there is no guidance, which 
provide for the concentrations of the various homeopathic potencies contemplated for 
oral administration following the serial dilutions and serial successions. Although, 6X, 
6C, 15X, 12C, 30C, 100C, 200C and 1M (1000C) potencies are art accepted, neither 
specification nor prior art teaches the starting concentration of the purified IGF-1 used in 
the preparation. The specification as filed is insufficient to enable one skilled in the art to 
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practice the claimed invention without an undue amount of experimentation because 
there is no teaching to indicate the starting concentration of IGF-1 . The specification 
teaches (page 7) that homeopathic medicines are used at concentrations of micrograms 
(lO^M) and nanograms (10 12 M). It also indicates that in other homeopathic 
preparations, the dilutions exceed avogadro's number 6.023 xlO' 23 . However, there is 
no guidance to teach one of skilled in the art to dilute purified IGF-1 to obtain the 
homeopathic potency of the instant invention (starting from what concentration!). 
Specifically, it does not teach the starting concentration of IGF-1 , which is required to 
obtain the various homeopathic potencies of the instant invention. Further, given the 
physiological serum concentration of IGF-1 is 200ng/ml (Dunger et al. U.S. Patent No. 
5, 466, 670) it is unclear if administering a homeopathic potency of IGF-1 will have any 
clinical relevance. Specifically, the specification does not teach any methods or working 
examples that would indicate that a preparation comprising homeopathic potency of 
purified IGF-1 suitable for oral administration in any subject for treatment. 

In addition, regarding oral administration for treatment, variables such as 
biological stability, half-life or clearance from the blood are important parameters in 
achieving successful therapy. Further, there is no teaching in the specification that 
would indicate that a preparation comprising homeopathic potency of purified IGF-1 
suitable for oral administration would have any clinical effect upon the administration. In 
addition, one skilled in the art would not be able to predict the effects of the 
homeopathic potency of purified IGF-1 administered orally. The purified IGF-1 may not 
otherwise reach the target cell or tissue because of its inability to penetrate tissues or 

V 
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cells where its activity is to be exerted, it may be absorbed by fluids, cells and tissues 
where it has no effect, circulation into the target area may be insufficient to carry the 
antagonist, and a large enough local concentration may not be established (see Pettit et 
al.,). The specification provides insufficient guidance with regard to these issues and 
provides no working examples or evidence, which would provide guidance to one skilled 
in the art to predict the efficacy of the claimed methods with a reasonable expectation of 
success. Thus, undue experimentation would be required of one skilled in the art at the 
time the invention was made to use a preparation comprising homeopathic potency of 
purified IGF-1 suitable for oral administration. 

Further, there is no teaching in the specification with respect to the various 
pathologies associated with the various physiological disorders relating to IGF-1 caused 
by various etiologies. The usefulness of the compositions contemplated in the claims is 
tied to the usefulness of the homeopathic potency of purified IGF-1 in treating various 
physiological disorders. In addition, the specification and the prior art have not disclosed 
a role for homeopathic potency of IGF-1 in the treatment of various physiological 
conditions. 

If one skilled in the art is not guided as to the pathology of the various 
physiological disorders treatable using purified IGF-1, then the skilled artisan is also not 
guided as to how to use a preparation comprising homeopathic potency of purified IGF- 
1 suitable for oral administration. Since, there is inadequate guidance as to the nature of 
the invention, it is merely an invitation to the artisan to use the current invention as a 
starting point for further experimentation to try various conditions that maybe treated by 
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using homeopathic potencies of purified IGF-1 . In addition, because there are no 
working examples provided describing the treatment of various physiological disorders, 
which use IGF-1 , it would require an undue amount of experimentation to one of skill in 
the art to practice the claimed invention. 

In addition, there is no guidance provided for the mechanism associated with the 
various physiological that are treatable using homeopathic potency of IGF-1 recited in 
the claims. While mechanism is not required, it can allow extrapolation of enablement to 
non-exemplified embodiments. Since applicant has not provided any working examples 
to teach the use of a preparation comprising homeopathic potency of purified IGF-1 
suitable for oral administration for treating a subject experiencing a physiological 
disorder either in vitro or in vivo, it would require an undue amount of experimentation to 
one of skill in the art to practice the invention as claimed. 

Given the breadth of claims 1.2,11.1 3-28 and 30-33 in light of the 
unpredictability of the art as determined by the lack of working examples, the level of 
skill of the artisan, and the lack of guidance provided in the instant specification and the 
prior art of record, it would require undue experimentation for one of ordinary skill in the 
art to make and use the claimed invention. 



8. No claims are allowable. 
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